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510(K) SUMMARY OF SAFETY AND EFFECTIVENESS
for STERILE POLYISOPRENE POWDER-FREE BLUE SURGICAL GLOVES

WITH NEU-THERA® COATING

(A summary of safety and effectiveness information in accordance with the requirements of 2l

CFR 807.92)

Applicant: Cardinal Health
1430 Waukegan Road
McGaw Park, IL 60085

Establishment Registration
Number: 1423537
Regulatory Affairs
Contact: Tatyana Bogdan, RAC
Telephone: 847-887-2325
Fax: 847-887-2717
E-mail: tatyana.bogdan-curvin~cardinalhealth.com

Summary Prepared: June 14, 2011
Trade Name: Sterile Polyisoprene Powder-Free Blue Surgical Gloves with Neu-Thera

Coating
Common Name: Surgeon's Gloves
Classification Name: Surgeon's Gloves
Classification Panel: General and Plastic Surgery
Regulation: 21 CFR 878.4460
Product Code(s): KGO
Legally marketed device(s)
to which equivalence Esteem®D Blue Sterile Polyisoprene Powder-Free Surgical Gloves with

is claimed: Neu-Thera Coating (containing Chitosan, Provitamin B5, Gluconolactone
and Glycerol) cleared under 5 10(k) K0425 74 (product code KGO)

Reason for 510(k)
Submission: Modification of a legally marketed device

Device Description: Th6 proposed device is a disposable device intended for over the counter

use and is provided sterile. It is not made with natural rubber latex. Instead, it is formulated

from polyisoprene, which is synthetic rubber latex. This sterile polyisoprene powder-free

surgical glove is manufactured using exact same material used in the currently cleared device,

Esteem Blue glove (K042574) that has been legally marketed by Cardinal Health for many years.

The glove is coated with emollient coating containing Glycerol, Gluconolactone, D-Sorbitol and
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Provitamin-B. The glove is manufactured using molds that feature anti-slip finish, independent

thumb, and tapered mechanically locking cuffs to help reduce cuff roll down. It is offered
powder-free and sterile.

Intended Use:

This powder-free surgeon's glove is a disposable device made of synthetic rubber intended to be

worn by operating room personnel to protect a surgical wound from contamination.

Modified Device Original (Predicate)

Characteristic Sterile Polyisoprene Powder-Free Esteem Blue Sterile Polyisoprene
Blue Surgical Gloves with Neu- Powder-Free Surgical Glove with

Theta Coating Neu-Thera Coating (K042574)

Matenial Synthetic Rubber Latex - Synthetic Rubber Latex -

Composition Polyisoprene Polyisoprene

Design Single Use Single Use
Sterile Sterile

Powder-free Powder-free
Hand Specific Hand Specific

Independent Thumb Independent Thumb
Beaded Cuff Beaded Cuff

Lubricated Lubricated

C -oating Provitamin B, Gluconolactone, D- Chitosan, Provitamnin B,

Contents Sorbitol and Glycerol Gluconolactone, D-Sorbitol and
Glycerol

Intended Use/ Powder-Free Surgeon's Glove Powder-Free Surgeon's Glove
Indications for
Use
Dimensions & Meets ASTM D3577 Meets ASTM D3577
Physical
Properties

Freedom from AQL meets 21CFR 800.20 & ASTM AQL meets 21CFR 800.20 & ASTM
Holes D3577 requirements D3577 requirements

Powder Residual Meets requirements of <2.0 Meets requirements of<52.0 mg/glove
mg/glove for Powder-Free for Powder-Free designation per

____________ designation per ASTM D3577 ASTM D3577
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PERFORMANCE DATA

SUMMARY OF NON-CLINICAL TESTS CONDUCTED FOR DETERMINATION OF
SUBSTANTIAL EQUIVALENCE*

Performance Test Summary-New Device

Characteristic Standard/Test/FDA Results Summary
Guidance

Biocompatibility:
Primary Skin Irritation ISO 10993-10 Gloves are non-irritating.
Guinea Pig ISO 10993-10 Gloves do not display any potential for
Maximization sensitization.
Physical
Characteristics:
Dimensions ASTM D3577 Meet requirements
Physical Properties ASTM D3577 Meet requirements for rubber surgical gloves
Freedom from Holes 21 CFR 800.20 & Tested in accordance with ASTM D5151

ASTM D3577 with acceptable results
Powder Residual ASTM D3577 tested Gloves meet powder level requirements for

using ASTM standard "Powder-Free" designation per ASTM
D6124 D3577. Results generated values < 2mg of

residual powder per glove.
Comparative Performance Information Summary

Characteristic Requirement New Device Predicate Device

Biocompati bility: ISO010993-1 Meets requirements Meets requirements

Primary Skin Irritation ISO 10993-10 Pass Pass

Guinea Pig ISO 10993-10 Pass Pass
Maximization

Dimensions ASTM D3577 Meets requirements Meets requirements

Physical Properties ASTM D3577 Meets requirements Meets requirements

Freedom from Holes 2ICFR800.20, Meets requirements Meets requirements
ASTM D3577

Powder Residual ASTM D3577 Meets requirements Meets requirements
SUMMARY OF CLINICAL TESTS CONDUCTED FOR DETERMINATION OF
SUBSTANTIAL EQUIVALENCE AND/OR OF CLINICAL INFORMATION

Clinical data is not required.
*A~dN(LtSi NS'DR)"W4RM<NON4't

Non-clinical data demonstrates that Sterile Polyisoprene Powder-Free Blue Surgical Gloves with
Neu-Thera Coating meet the technological characteristics of ASTM D3577 standard, and are as
safe, as effective, and performed as well as the legally marketed devices identified in this
summary.
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DEPARTMENT OF HEALTH & HUMAN SERVICES PuliMc Flelib ir'l t

NI s Iatvna Bogdan
ReCu-Llaici v AfI aii s lw'Iacre
Cardinal l-IaIth-lweIdiCal ProdcIIts anld Services2
I1430 \Vaukegan Road
N'l cC aw Park, Illinois 60085

Re: 1 111868
WFrde! Device Name: Es tee i oL Blu \0icwi N en -'1 i

Regulation Nutmber: 21I C FR 878,4460
Regulat ion Name: Surce' (0Is CGIove
Regulatory Class: I
ProduIct Code: 1(00
Dated: JIuIy 26, 2011
Received: July 27. 2011

Dear Ms. Bogdlan:

We have reviewved your Section 5I 10(k) pielfarket no65uatin ot c i te n emrket the device
referenced abov\e and have determined the device is substantial ly equivalent (For the
idicati ons For use stated in the enc losure) tn legal ly marketed Predicate devices marketed in
nterstate coinmerce prior o Mlay 28, I 76. the enactment dlate o fthe i cclical Device

A meudments, or to devices that have been reel asinedcc in accordance with the provisions of
the Federal Flood, Dru, and Cosmetic Act (Act) that do not req ti ic appioval of a prei rkt
approval application (PN4A). You may. there fo re market the device, subject to the general
controls pro visions oF the Act. The general enontrolIs provisions of the Act i nelode
rCIieqirments [or annual ccgi straton. I i-stin mofdcvi ces. good mnuFacturing pra~ctice,
labehing. and proh1ibitions againstL isbranding and adulteration. Please note: CDRI-l does
not evaluate in Formnation related to contract liabiliy warranties. \We reiind you, howvever.
that device label nc must be trtuth ful and not mile ad ing.

F 'YO rr deice is classiftied (see above) into ci ther class WI(Spc i al Co nunIs) or class Ill
PN'IA). it nay be subject to AIN controls. Existnc major reculutimns aftecinc your

device canl be Found in the Code of Fede ra I Rgulations. Ti te 2 1I Parls 800 to 898. Inl
addition. FDA may publish Further arnouncemnents conicerningL your device inl the FeCderal
Rccister.



IPage 2 -Ms. IBogdan

Please be advised that FI)A's issuance or a substantial equr\'aence determnation does not
mecan that FDA has made a detiermiation that your de\%'ice complies With otherI eiremeitt1~s
of Lte Act or an\' lederal statuites and -eglaios admninistered by other I-eleral agenicies.
YOU moist cOiMil\ With all the Ac1:s reqIuirements. Including, but not linited to: leuirtatron
and listing (2 1 C FR Part 807): labeling (2 1 CIR 'art SO0I); medical device reporting
(reporig of med ical dcv ice-ic lated ad verse events) (2 1 Cl 1 803); Lt)ood mLI[iLIie
pt-act i ce requireaments as set forth in the qualy systemIs (QS) teen I at ion (2 I CF R 'art 820);
and if applicable, the electronic product radiation control provisions (Sections 53 1-542 of
te Act): 21 CFR W000-1050.

IF you deCsire spc tic advice frl your dev ice on ouLIr labelin g regulation (2A CER 'art 80 0 V
Pl ease go to hp:/wv .cyAbu ACntrE VcsCI IIC <-C ie
hInil 115809.s IS ti Worte Center for Dcvices and <ad iologcical H-ealth's (CDIRI-I's) 011WeeC of
Compliance. Also, Please note the regtL]atiOn entitled. Misbranding by referenice to

piilaket notiflication"' (21 CUR "art 807.97). For queIstions regarding the reporting of
adverse events uinder the NO R regulaition (21 C FR1 Part 803), p lease go to
hIItp :/\wxv. Ifda- go v/NI di calI Lievices/Sae ftv/Reno rtan Ito 1)1 C n/cl e li n It. [it in For he CD itII
0 We of*S urye ilIlance ancd 13i omrincs/D ivision of Postmrrket Sri ryCillance.

You may obtain other general information on y'our responsibiliis tinder the Act from the
Division of'Smnall N~anu~rcttrrers. International and Consumer Assistance at its tollFiree
number (800) 638-2041 or (301)796-7100 or at its Internet address
htt n/xx\v Ida. go v,/Medcl D CXVi ces/ResoU ics fi Yo U/ I nld LIstI V/dC fr tilIt. liti Ill

Sincerel OIv S.

Anthony 1). Watson. B.., MIS.. iM.B.A.
Director
Division of Anesthesiology, Generial H-ospitAl

Infec ti on Control and Dental Devices
0 Wee of Device E valuation
Center For De vices and

Radiological -Heatlth

E2ncilosunre



lCardinal Health

Indications for Use

5 10(k) Number (if known): NLLLI L2S
Device Name: Esteem® Blue with Neu-Thera®

Device description: Sterile Polvisoprene Powder-Free Blue Surgical Gloves with Neu-Thera
Coating (containing Glycerol. Gluconolactone, D-Sorbitol and
Provitamin-B)

Indications for Use: This powder-free surgeon's glove is a disposable device made of synthetic
rubber intended to be worn by operating room personnel to protect a surgical wound from
contamination.

ANDOROver-The-Counter UseX

Prescription Use AN/R(21 CFR 801 Subpart C)
(Part 21 CFR 801 Subpart D)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTTNUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of OficDo Dy

(Division Sign-Oft) Page _ of _

Division of Anesthesiology, General Hospital
infection Control, Dental Devices
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